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1. 



This international preliminary examination report has been prepared by this International Preliminary Examining Authority 
and is transmitted to the applicant according to Article 36. 



This REPORT consists of a total of 



. sheets, including this cover sheet 



□ This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have been 
amended and are the basis for this report and/or sheets containing rectifications made before this Authority (see Rule 
70.16 and Section 607 of the Administrative Instructions under the PCT). 



These annexes consist of a total of. 



3. 



This report contains indications relating to the following items: 
Basis of the report 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

Certain documents cited 
Certain defects in the international application 
Certain observations on the international application 
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Form PCT/IPEA/409 (cover sheet) (July 1998) 



INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International application No. 

PCT/JP2003/009165 



I. Basis of the report 



1. With regard to the elements of the international application:* 
|^[ the international application as originally filed 

| ] the description: 

pages 

pages 

pages 

| | the claims: 

pages 

pages 

pages 

pages 



, as originally filed 
, filed with the demand 



, filed with the letter of 



, as originally filed 

, as amended (together with any statement under Article 19 
, filed with the demand 



m9 filed with the letter of 



I | the drawings: 

pages 

pages 

pages 



, as originally filed 
, filed with the demand 



filed with the letter of 



1 1 the sequence listing part of the description: 

pages 

pages 



, as originally filed 

filed with the demand 



„, filed with the letter of 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is: 

□ 

the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 

□ 

the language of publication of the international application (under Rule 48.3(b)). 

the language of the translation furnished for the purposes of international preliminary examination (under Rule 55.2 and/ 
or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 

□ 

contained in the international application in written form, 
filed together with the international application in computer readable form, 
furnished subsequently to this Authority in written form, 
furnished subsequently to this Authority in computer readable form. 

The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

The statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished. 



□ 
□ 
□ 



□ 



The amendments have resulted in the cancellation of: 

□ 

the description, pages 

the claims, Nos. 

the drawings, sheets/fig 



^ I | This report has been established as if (some of) the amendments had not been made, since they have been considered to go 
1 — 1 beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to 
in this report as "originally filed" and are not annexed to tius report since they do not contain amendments (Rule 70.16 
and 70.17). 

**Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this report. 
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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International application No. 

PCT/JP03/009165 



m. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 



1. The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non obvious), or to be 
industrially applicable have not been examined in respect of: 

I I the entire international application. 

claims Nos. a portion of 2. 3-5 



because: 



□ the said international application, or the said claims Nos _ 
relate to the following subject matter which does not require an international preliminary examination (specify): 



the description, claims or drawings (indicate particular elements below) or said claims Nos. 
are so unclear that no meaningful opinion could be formed (specify)'. 



a portion of 2, 3-5 



The pharmacological test method and pharmacological data for the drug of claim 2 are not 
described in the specification. Therefore, the above drug is not considered to be fiilly supported in the 
specification, or clearly and sufficiently disclosed such that an ordinary person skilled in the art can 
| work the invention. 

No concrete substance is disclosed by the examples, etc., in the specification as the antagonist of 
claims 3-5, and because there is no other description concerning which substances are included in the 
Iscope of this term, it is entirely unclear which substances are actually included. Therefore, the 
inventions concerning the antagonist in the above claims is not considered to be fiilly supported in the 
specification or clearly and sufficiently disclosed such that an ordinary person skilled in the art can 
Iwork the invention. 



the claims, or said claims Nos. . 



a portion of 2. 3-5 



by the description that no meaningful opinion could be formed. 
rj| no international search report has been established for said claims Nos. 



. are so inadequately supported 



2. A meaningful international preliminary examination cannot be carried out due to the failure of the nucleotide and/or amino acid 
sequence listing to comply with the standard provided for in Annex C of the Administrative Instructions: 

| | the written form has not been furnished or does not comply with the standard. 
| | the computer readable form has not been furnished or does not comply with the standard. 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1 . Statement 

Novelty (N) 

Inventive step (IS) 

Industrial applicability (IA) 



Claims 
Claims 

Claims 
Claims 

Claims 
Claims 



3-5,7 



1,6 



1,3-7 



1-7 



YES 
NO 

YES 
NO 

YES 
NO 



2. Citations and explanations 



Document 1 : Taka KAJITANI et al., "Seisen Tokui-teki ni Hatsugen Sum Shinki HMB-Box Tensha 
Inshi no Kino Kaiseki," Seikagaku, August 2000, Vol. 74, No. 8, page 1005 

Claims 1 and 6 

Document 1 states that a novel gene that encodes 473 amino acids including the HMG-Box, which 
is an interactive factor of transcription factor GIOT, has been isolated from a cDNA library of rat 
ovarian granulosa cells, and it suggests that the product of this isolated novel gene is a gonad-specific 
transcription activating factor. 

The gene and gene product described in document 1 is equivalent to the DNA of claim 6 and the 
protein of claim 1. Therefore, based on the description in document 1, the inventions of the above 
claims lack novelty. 

Claims 1 and 3-7 

This examination finds that persons skilled in the art can arrive at the inventions of this application 
that elucidate the amino acid sequence and the base sequence from the information described in 
document 1. Moreover, persons skilled in the art can easily conceive of obtaining antibodies to the 
isolated protein and using a protein involved in transcription activity in a process to check for disease. 
Therefore, based on the description in document 1, the inventions of the above claims lack an 
inventive step. 

In a written reply dated February 3, 2004, the applicant asserts that it is impossible to isolate the 
interactive factor used in the present invention with a process other than the yeast two hybrid 
screening system, which is the process whereby that factor is isolated, and that it is impossible for 
persons skilled in the art to arrive at the inventions of this application from the description in 
document 1. However, document 1 shows that the target factor contains an HMB-Box and that a gene 
encoding that factor can be isolated from a cDNA library of rat ovarian granulosa cells. Moreover, 
when we consider that the HMG-Box is known to be a structure that is widely conserved in a large 
number of organisms, this examination finds that it is not particularly difficult for persons skilled in 
the art to prepare a probe for the factor to be isolated based on the HMB-Box structure and isolate that 
factor using a cDNA library of rat ovarian granulosa cells wherein that factor is known to be present. 
As a result, this examination finds that persons skilled in the art can easily isolate that factor based on 
the description in document 1 and cannot accept the assertions of the applicant. 
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Vm. Certain observations on the international application 



Claim 2 

The pharmacological test method and pharmacological data for the drug of claim 2 are not 
described in the specification. Therefore, the above drug is not considered to be fully supported in the 
worktoe tevenuon Sufficiently disclosed such &at an ordinary person skilled in the art can 

Claims 3-5 

No concrete substance is disclosed by the examples, etc., in the specification as the antagonist of 
claims 3-5, and because there is no other description concerning which substances are included in the 
scope of this term, it is entirely unclear which substances are actually included. Therefore the 
inventions concerning the antagonist in the above claims are not considered to be fully supported in 
the specification or clearly and sufficiently disclosed such that an ordinary person skilled in the art can 
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